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DETAILED ACTION 

Response to Arguments 

Applicant's arguments with respect to claims 1, 2, and 4-10 have been considered but are 
moot in view of the new ground(s) of rejection. 

The applicant has argued that both Rauscher (US 6,887,277 B2) and Masini (US 
6,821,300 B2) do not disclose a head with a concavity adapted to contact another bone. The 
examiner disagrees. Rauscher discloses concavity (19) and Masini discloses concavity on the 
inner surface of head (330). Each concavity is adapted to contact another bone, since the claim 
does not require the head to be secured to the stem when the concavity has to contact another 
bone. Therefore, since the heads need not be secured to the stems at this time, they may be 
moved to different positions or locations and are "adapted to contact another bone". If applicant 
were to claim "when the head of the prosthesis is secured to the stem" as recited in claims 27 and 
31, with the concavity limitation, these rejections would be overcome. 

A new rejection has been made on the previously indicated allowable claims, therefore 
this action is non-final. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1, 2, 4-10 and 27-33 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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Claims 1, 8, 27, and 31 each recite the limitation "each opening" in lines 10 and 14 of 
claim 1, lines 1 1 and 15 of claim 8, lines 9 and 13 of claim 27, and lines 10 and 14 of claim 31 . 
There is insufficient antecedent basis for this limitation in the claims. It is suggested to change 
the above to "each at least one opening" or "the at least one opening". Claims 2, 4-7, 9-10, 28- 
30 and 32-33 depend upon the above claims and'inherit all problems with them. 

Claims 1, 8, 27, and 31 recite the limitation "at least one opening" in lines 15, 16, 14 and 
15 respectively. There is insufficient antecedent basis for this limitation in the claims. It is 
unclear if this limitation is referring to the previously recited "at least one opening" or it is 
referencing a new or additional opening. 

Claims 1, 8, 27, and 31 recite the limitation "at least one screw" in lines 19, 20, 18, and 
19 respectively. There is insufficient antecedent basis for this limitation in the claims. It is 
unclear if applicant is referring to one of the previously recited "screw" or a new or additional 
screw. 

Claims 4, 29, and 33 each recite the limitation "the openings" in line 2. There is 
insufficient antecedent basis for this limitation in the claims. It is unclear if applicant is referring 
to the "at least one opening" or the "three openings". The three openings are claimed to be 
additional openings. If this is not the intention, it is suggested to change the claim to recite, 
"wherein the at least one opening comprises three openings, and two of the three openings are". 

Claims 4, 29, and 33 each recite the limitation "the wall" in line 3. There is insufficient 
antecedent basis for this limitation in the claims. It is suggested to change the above to "the 
outer wall". 

Claim Rejections - 35 USC §101 
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Claims 6, 7, 9, 10, and 27-33 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. Claims 6, 9, 27, and 31 each recite, 
"prosthesis replaces a radial head", which positively recites a portion of the body. It is suggested 
to change the above to recite, "prosthesis is adapted to replace a radial head". 

Claims 7, 10, 28-30 and 32-33 depend upon the claims and inherit all problems 
associated with them. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-2, 5-6, and 8-9 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Rauscher et al. (US 6,887,277 B2, cited previously). Rauscher discloses a prosthesis (see fig.l 1) 
comprising a stem (5+35), a head (33) having an outer wall (thickness of head) defining an 
interior space (19), wherein the head (33) may be placed over the stem end (35; over in its 
broadest plain meaning is defined as above; therefore when "over" it need not be secured on the 
stem, thus is capable of more movement if above the stem in space) adapted for transverse and 
axial movement (flexible head is compressible, allowing movement in multiple directions even 
when surrounding the stem end), the outer wall of the head having at least one opening (see 
fig.l 1), the outer wall of the head including a concave surface dimensioned to interface with 
another bone (inner concavity 19 is capable of contacting another bone; // is noted that the claim 
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does not require the head to be secured to the stem at this time, therefore the concavity 19 may 
be moved to contact another bone, it has the capability before securement), a screw (34) 
arranged in each opening adapted to contact the end of the stem and secure the head by 
constraining axial and transverse movement (see fig.l 1; col.4, lines 60-65), wherein each 
opening is in a lateral direction to the stem axis (seen in fig.l 1 as perpendicular to the stems 
longitudinal axis) and an interior surface of the head wall adjacent the aperture is spaced from 
and end of the stem (adjacent aperture is spaced axially from the stem head; adjacent aperture is 
spaced radially also, inherently since relative movement occurs prior to securement by screw in 
order to orient and fix in the correct position; col.4, lines 60-65; also one can not assume that the 
figures are to scale), and wherein the screw contacts a side surface of the end of the stem (see 
fig.l 1). Rauscher's prosthesis replaces a bone having a head with a radial dimension (radial 
head) thus meets the claim. If applicant intends to claim the actual radius bone, it is suggested to 
change the above to "the radial head of the radius" or "the head of the radius bone". 

Claims 1, 2, 4-6, and 8-9 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Masini (US 6,821,300 B2, cited previously). Masini discloses a prosthesis (see fig.3-6) 
comprising a stem (310), a head (330) having an outer wall (thickness) defining an interior 
space, wherein the head (330) may be placed over the stem end (310) adapted for transverse and 
axial movement, the outer wall of the head having at least one opening (three or more openings, 
see fig.3), the outer wall of the head including a concave surface (surface facing the bone in figs) 
dimensioned to interface with another bone (inner concavity is capable of contacting another 
bone; it is noted that the claim does not require the head to be secured to the stem at this time, 
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therefore the concavity may be moved to contact another bone, it has the capability before 
securement to the stem), a screw (332) arranged in each opening adapted to contact the end of 
the stem (screws are capable of being threaded to contact the stem) and secure the head by 
constraining axial and transverse movement, wherein each opening is in a lateral direction to the 
stem axis (seen in fig.3) and an interior surface of the head wall adjacent the aperture is spaced 
from and end of the stem (fig.3,4, 5), and wherein the screw (332) contacts a side surface of the 
end of the stem (adapted to be threaded more to contact the stem through the bone. Masini's 
prosthesis replaces a bone having a head with a radial dimension (radial head) thus meets the 
claim. If applicant intends to claim the actual radius bone, it is suggested to change the above to 
"the radial head of the radius" or "the head of the radius bone" or something along these lines. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Rauscher et al. 
(US 6,887,277 B2, cited previously). Rauscher discloses a prosthesis having a stem and head 
adapted to be secured onto the stem by an opening/screw connection (see above). Rauscher 
however discloses only one opening/screw (34 in fig.l 1) instead of three as claimed. It would 
have been obvious to one having ordinary skill in the art at the time the invention was made to 
have three openings instead of three, since the result would be merely further security and a 
duplication of the original parts. In re Harza, 274 F.2d 669, 124 USPQ 378 (CCPA 1960). 
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Claims 1, 2, 4-6, and 8-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Reiley (US 2002/0055744 Al, cited previously). See figures 14, 15 and respective portions of 
the specification. Reiley discloses a prosthesis comprising a stem (110), a head (131+160) 
having an outer wall (131) having an interior space (bottom surface) such that the head 
(131+160) may be placed over the end of a stem (see figs. 14, 15), the outer wall having an 
opening (three openings, two for screws 133 and one for connector 115a), the outer wall 
dimensioned to move in an axial direction and transverse direction relative the stem when the 
head is placed over the stem ("over" can mean above, lying above the stem in space as it is prior 
to attachment; alternately upon placement it is also moved axially down connector 1 15a, and 
may rotate, thus capable of transverse movement also prior to securement), the outer wall of the 
head (outside of 160) having a surface to interface with another bone, a screw (133a, 133b, seen 
in figs. 14, 15) for arrangement in the openings and for contacting the stem for securement, the 
openings being lateral to the stem axis (see figs. 14, 15), the interior surface of the head (bottom 
surface) spaced from the stem end (see figs), the screw contacting the side of the stem end when 
secured (see figures). Reiley discloses the prosthesis substantially as claimed, however discloses 
the head to have an outer convex surface instead of a concave surface. Since Reiley has shown 
in figure 15, the convex surface mating with an opposite concave surface, with the same 
connections means to the stem, it would have been obvious to one having ordinary skill in the art 
at the time the invention was made to reverse the parts so that the concave surface is the lower 
articulating component instead of the upper articulating component and vise versa for the convex 
surface. In re Gazda, 219 F.2d 449, 104 USPQ 400 (CCPA 1955). 
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Claims 1, 2, 4-10, and 27-33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Martin (US 6,656,225 B2, cited in IDS). Referring to claims 1, 2, 5-10, 27, 28, and 30-32, 
Martin discloses a prosthesis (fig.9, 10) comprising a stem (10), a head (30) having an outer wall 
(32) that can be placed over the end of the stem (10; yes 30 is capable of fitting over 10) the 
outer wall having at least one opening (Martin discloses alternate securement means to the 
protuberances, such as a screw connection to stem, which would inherently be placed through an 
opening; col.9, lines 19-25), the wall being dimensioned to be capable of movement in an axial 
direction and transverse direction relative to the stem axis (part 30 is capable of movement with 
respect to part 10-part 20 need not be present since claims have term "comprising", however 
even if part 20 is present, part 30 can move axially down on part 20 and rotationally, thus 
transversely), the outer wall (32) including a concave surface (37) for interfacing with another 
bone such as the capitellum of the humerus, the wall (32) having a periphery (side) that is 
capable of mating with the ulna; and a screw (alternate connection; col.9, lines 19-25) adapted 
for contacting the stem end, the prosthesis for replacement of the head of a radius (col.l , lines 5- 
15) and being elliptical (Martin's head is cylindrical, having a circular cross section or plan view; 
a circle is an ellipse; an ellipse is defined as a curve having two foci, however when the two foci 
coincide or are equal, the ellipse is a circle; thus Martin's circle reads on the ellipse claimed). 
Martin discloses the prosthesis substantially as claimed, having a stem, head and screw for 
securing the head to the stem, however, Martin is silent to mention or show the location of the 
screw connection (it is claimed to contact the side of the stem). It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to place the screw at the 
side surface of the head (and stem) since the head has only a side periphery surface and a top 
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articulating surface and one having ordinary skill in the art would not want to place a screw on 
the top articulating surface since this structure would interfere with articulation and additionally 
form debris, therefore the only obvious alternative placement would be on the side surface of the 
head to screw into the stem. 

Referring to claims 4, 29, and 33, Martin discloses a prosthesis having a stem and head 
adapted to be secured onto the stem by an opening/screw connection (see above). Although 
Martin mentions the use of a screw to secure the head to the stem through an opening (col. 9, 
lines 19-25), Martin does not disclose a particular number of screws/openings (such as three 
claimed). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have three screw openings, since the result would be merely further 
security and a duplication of the original parts. In re Harza, 21 A F.2d 669, 124 USPQ 378 
(CCPA 1960). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Cheryl Miller whose telephone number is (571) 272-4755. The 
examiner can normally be reached on Monday-Friday 7:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4755. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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